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June 20, 1997 CC.( HFI-35/Fo L staff
DWA
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Refer to MIN 97-49

Hannclorc M. Dads
owner

● Hcxhgc Institute
629 Highway G
Hancock Wisconsin 54943

Dear Ms. Dads:

During a mcnt inspection of your firm an investigator km the Food and Dmg
Administration (FDA) collected information that Healed a scrtous rcgulatow
problem involvtng the products listed below which are made and/or marketed bv
your fk!n:

d

1, 10/4 Chakra charger
2. BiO Shield 2000
3. k earth magna
4. Braaskr magna
5. Shoe magneta
6. GInhi Dual Paar

Under United States Federal law [the Federal Food, Dmg and Cosmetic Act (the
Act) ], these products arc considered to be medical devices bccmusc they arc used to

o

diagnose or treat a medical condition or to affect the st.mcture or function of the
body. The law requires that manufacturers of’ medical devices obtain marketing
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clearance for their pmducu km FDA before they may offer them for sale. T%is
helps pmcct the public health by auuring that new mcdhl devices are showm to
be either safe and cfktke or subswtidy equivalent to other ddccs alrcadv
legally marked in this councw.

#
d

Our records do not show that you obtained marketing clcarmccbefore you began
offcrtng your products for sale. The ldnd of Information you need to submit in
order to obuin this dcarana is dcsdbcd in the enclosed materials. The FDA will
waluatc this information and decide whether your products may be legally

Because vou do not have markting clearance km FDA. marketing your devices

h h violhion of the law. In legal term, the producu arc adulterated under

e

Section 501 (f)( 1)(B) and ~~b~~ ~k sc~on 502(0) Of ~c Am’ YOU
Was arc adulterated under the Act because you dld not obtdn pm-market
apptwal based on Information Moped by you that show they arc safe and

CffCCtiVC.Your f)du arc triisbranti under the Act because YOU did flOt

submit information that show your dcvtccs arc subwwhdly equivalent to other
dmdces that arc legally marketed and because you did not register your
cstabhdtrncnt and list your pdWtS wtth FDA

You should also be aware that ywr products arc aiso misbranded under Section
502(f)(1) of the Act because the directions for usc given in the labeling arc “.ot
adequate to allow a Iaypcmn to safely and effectively usc the products for their
intended purpose. This Is because a laypcr%oncannot self-diagnose and self-treat
many of the mcdicd conditions for which your d~ccs arc intended and because
the products arc not adequate and effective treatment for these conditions, such
as, for UUU!lpk,CXICCf, HIV, AIDS, tUmO~ and wok.

You should undcrztand that there are many FDA requirements pcn.aining to the
manufacture and marketing of mcdiud devices. This letter pmains only to the
h8uu of pm-mark clcarancco ~~ ~d *q~tc lab~ngo and rcosua~on and
lkin~ it does not necessarily addrcM otk obllgadons you have under the law.
You may obtain general information about all of FDA’s requlremen~ for

a
manufacturers of medical dmdces by corwdng our DMsion of Smdi
Manufacturer’s tiiswcc at 1●800-638-2041 or through the [ntcmct at
httpV/~.f~gw.
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Your flnn ak

Davis

nwkcts and distdbutu the 4-6 pmdwx Pau D’Arm Tea. Your
lnsmctiom (labeling) entitled %utrudoru fbr making pau D’- Tea” include
therapeutic claims which cause W product w be a drug as stated Mthin Section
2ol(g)ofthek

Ob@tlonablc claims include the followtn~ “For relief of ulccm ULICC4 to 6
Ouncu..o,“ “For l~a this formula is used by doctors...,” “when taking tea for

cancer you should... ”

SInm thh dmg Is a “new dreg,” as stated in %xion 201 (p) of the Act, it may not
be marketed in the United States wtthout an approved nmv dmg application as
directed under section 505(a) of the Am

o This drug h also misbranded under the Act for mm rcasona. FirsL under Section
502(f)(I), the labeling fails to include adequate directions for use for the
recommended conditions. Secondly, the lalxlings- that the pmciuct is safe
and effective for the labeled w which has rwer been cs~blishcd. and is false
and misleading ~ stated in Section 502(a) of the k

You should know that these serious vtoiations of the law may result in FDA taldng

regulatory action wtthout hrtk notice to you These acdons include, but arc not
limited to, seizing your product inventory, obtaining a coutt inlwction against
further markedng of the products, or as=ssing dtil money pcnaltxs. Also, other
Federal agenda are Infotmed about the Warning Utters wc issue such as this
one, so that they may conddcr this informadon when awadng government
contracts.

‘t is n~ for you to * actton on this .mattcr now. Please let this office
know in wdtlng wkldn 15 working daya km the date you received this letter of
the step you are ddng to corr=t the Violations. we also ask that you explain

how you plan to prwcnt tltls km happdng again. [f you need more time, let us

know why and when you expect to complete your comect.ions. Please direct vour#
response to Compliance Offker Howard Mann= at the address indicated on the

kurhexi.
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Ifyouhavemocqxdf iccpe$d~*h-~A CndCedng rcqukmenu affect

your padcular Cievke$ and drqp, or About the mntmu of thi$ kttero pla feel
titocon- Mr. Wnms U(612) 3344100= 156.

in add$tion, we k mdewed your propoud =Ulog (labeling) entitled “Unusual
Ntmwivcs” which kkk dmg CMXMfor the product Tahccbo T- Such ckims
kckk ‘A ‘cnirack’ cu& Thcam.xo -n types of arwer...;” “A a
powerfd amhhtic with vhs killing -u;” “...hclp thousands of allergic or
chcmidy smsktve pcopk” and “...hghting m- bd~o Caan& external
$oru, ga8ultis, ubs, cue In’ciudon of the (ii$cMnCr -...runcmbcf in accodance
whh the FDA regulationswc un auk no specific CMXU for resuk..- does not
negate the dmg * made for the producL

Skedyo

king Director
MiMeapolis Dkrkt

HEWCCI

Etxb8uru: &-Ma&t Notifkation Rcfwc to Accept Policy
How to submit h-aurkct ~OtifkdO~ Data


